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Abbott Laboratories is very pleased to have the opportunity to provide comments on the 
Agency Information Collection Activities; Proposed Collection; “Export of FDA 
Regulated Products - Export Certificates”, published in the Federal ‘Register on May 30, 
2002. 

Abbott commends the Agency on their efforts on setting up provisions to ease restrictions 
on exportation of the FDA regulated unapproved products. 

The Health Authorities from many international countries require specialized certificates, 
such as, certificates of free sale, health certificates, certificates for exportability, 
certificates on good manufacturing practices and on raw material origin, for the purpose 
of registration or manufacturing of nutritional products, human drugs and other medicinal 
products in their countries. Other countries Health Authorities also issue these types of 
documents. Countries requiring these certificates look.‘to governmental ‘acceptance of 
products, in which they import, for health product safety and security reasons. 

Support by the FDA to issue specialized certificates enhances communications and 
international trade and insure that products regulated ‘by the Agency are safe to public 
domestically, as well as, internationally. 

We appreciate the Agency’s efforts in supplying most of these documents in a timely 
manner, with the exception of the certificates for nutritionals (CGFS) and the Declaration 
of GMP, which take usually about 3 months to be issued. We believe issuing these 
documents electronically would be to the Agency’s advantage in terms of time and 
resources spent. 
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Abbott Laboratories fully supports and finds the Agency activities on the requirements 
imposed on firms that intend to export to countries that require an export certificate as a 
condition of entry for FDA regulated products, extremely imp&ant and necessary 

We thank the Agency for their consideration of our comments. Should you have any 
question, please contact Ivone Takenaka, Ph.D. at 847-935-9011 or by FAX at 
847-938-3 106. 

Sincerely, 

Douglas L. Sporn 
Divisional Vice-President 
Corporate Regulatory Affairs 
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